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REMARKS 

The claims have been amended to more clearly point out and distinctly claim the 
invention. In particular, the claims have been amended to exclude the previously 
claimed compounds of structural formulas (I) and (II) wherein Q is a cycloalkyl group 
containing 3 or 4 carbon atoms. Inasmuch as no new matter is introduced by this 
amendment, entry thereof is respectfully requested. 

The withdrawal of the previous rejections of the claims under 35 U.S.C. § 1 12, 2d, 
par. and under 35 U.S.C. § 103 as being obvious over U.S. Patent No. 5,962,533 is 
gratefully acknowledged. 

The rejection of claims 1-6 under 35 U.S.C. § 1 12, first paragraph, as failing to 
comply with the written description requirement is respectfully traversed. The Examiner 
states: 

" — The claim(s) contains subject matter, which was not described in the 
specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor (s) f at the time the application was filed, 
had possession of the claimed invention. This is a Written Description 
rejection. — The second excluded compound is CHX(4,4,4-trans), which 
is neither positively nor negatively recited in the specification. 
Accordingly, Applicant has no written basis for the specific exclusion of 
CHX(4,4,4-trans) from the claims — " (emphasis Examiner's). 

Applicant had cited In re Johnson and Farnham (194 USPQ 187) as supporting the 
position that a negative proviso need not be explicitly recited in specification. The 
Examiner has countered that In re Johnson and Farnham also supports the 
Examiner's position that entities excluded from the claims must be at least positively 
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recited in the specification. Thus, the Examiner states: 

" — In the instant case, claim 1 excludes the trans isomer of two distinct 
compounds. However, only one of these specific compounds is positively 
recited in the specification (page 8 and page 14). In fact, this compound 
(CHX(3,4,3-trans)) is the only specific compound identified in the 
specification. Accordingly, Applicant's negative proviso excluding 
CHX(4,4,4-trans) (compound 33 of the '533 patent) has no written 
basis in the originally filed disclosure — \ 

The Examiner's attention is directed to the decision in Ex parte Parks, 30 
USPQ2d 1234, 1236 (Bd. Pat. App. & Inter. 1993) and Ex parte Grasselli 231 USPQ 
393; cited with approval in MPEP § 2173.05(i), wherein it is cautioned that a lack of 
literal basis in the specification for a negative limitation is not sufficient to establish a 
prima facie case for lack of descriptive support. The compound objected to by the 
Examiner as not being excludable under 35 USC 112, first paragraph by a negative 
limitation, is embraced by the generic structural formula employed in the specification 
and original claim 1. Although not literally exemplified in the specification, it need not 
be to be excludable by a negative limitation under the doctrine enunciated by Parks 
and Grasselli. Those decisions unequivocally establish that a "literal" correlation need 
not be established between what is excluded by a negative limitation and what 
appears in the specification; rather it is sufficient if the specification establishes as a 
generic proposition that applicant had possession of the element sought to be 
excluded. Inasmuch as the compound objected to by the Examiner is clearly 
embraced by the structural formulas in the specification, it is incontrovertible that 
applicant had possession of that element of the invention and is, therefore, entitled to 
exclude it from the claims by a negative limitation. 
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Accordingly, withdrawal of this ground of rejection is respectfully requested. 

The rejection of claims 1-2 and 4-5 under 35 U.S.C. § 102(b) as being 

anticipated by Frydman et al. (U.S. Patent No. 5,889,061; Issued Mar. 30, 

1999) is respectfully traversed in light of the above amendment of the claims. 

The Examiner states: 

" — Frydman et al. teach compounds of the — genus recited in instant 
claim 1when — Q is a cycloalkyl having 3 carbons (SL-1 1027 and SL- 
1033) or Q is a cycloalkyl having 4 carbons (SL-1 1028 and SL-1 1034)—". 
The claims have been amended to exclude compounds of formulas (I) and (II) 

wherein Q is either a 3 or 4 membered cycloalkyl ring. Accordingly, the reference does 

not disclose the claimed compounds within the meaning of 35 USC § 102(b). 

Accordingly, withdrawal of this ground of rejection is respectfully requested. 

The rejection of claims 3 and 6 under 35 U.S.C. § 103(a) as being 

unpatentable over Frydman et al. (U.S. Patent No. 5,889,061; Issued Mar. 30, 1999) 

as applied, supra, is respectfully traversed. 

Citing the factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), the Examiner states: 

" — the skilled artisan would have been motivated to make the claimed 
sub genus of compounds and to formulate them in a pharmaceutical 
composition. See, e.g., Deuel, 51 F.3d at 1557, 34 USPQ2d at 1214 
(IA]-~" 

The Examiner has apparently overlooked the fact that the present claims are 
directed to a an " anti-diarrheal or gastrointestinal anti-spasmodic pharmaceutical 
composition comprising an effective amount" of the requisite compound. Frydman et al 
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neither discloses nor suggests that the compounds disclosed therein are useful as anti- 
diarrheal or gastrointestinal anti-spasmodic agents, much less a pharmaceutical 
composition for treating diarrhea or anti-spasmodic agents . Moreover, the reference does 
not disclose nor suggest anti-diarrheal or gastrointestinal anti-spasmodic effective amounts 
of any substance. 

Nor does the decision in In re Deuel stand for the proposition that the mere 
disclosure of a compound anticipates or suggests the use of that compound for any 
and all applications, as apparently promulgated by the Examiner. Thus, attention is 
directed to the fact that Deuel claimed only compounds and not pharmaceutical 
composition containing specified amounts of compounds to achieve a certain 
biological effect. 

Since the Examiner has not documented the equivalence of anti-diarrheal or 
gastrointestinal anti-spasmodic agents on the one hand and antineoplastic agents on the 
other, it is respectfully submitted that a prima facie case of obviousness has not been 
established. 

Accordingly, withdrawal of this ground of rejection is respectfully requested. 
Applicant has earnestly endeavored to place this application in condition for 
allowance and an expedited action toward that end is respectfully requested 
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